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ANDA 89-08175-020

Muro- Pharmaceutical, Inc.
Attention: "Joseph A. Celona
890 East Street
Tewksbury, MA 01876

Hlssnalllishibindidlalnll
Dear Sir:

This is in reference to your supplemental new drug application
dated June 30, 1998, submitted pursuant to 21 CFR 314.70(c)
“Special Supplement - Changes Being Effected” .regarding your
abbreviated new drug application for Prelone® (Prednisolone Syrup
15 mg/5 mL) .

The supplemental application provides for information regarding
the availability of two strengths being incorporated into the
carton (480 mL, 240 mL & 20 mlL), container (480 mL, 240 mL & 20
mL) and package insert labeling.

We have completed the review of this supplemental application and
it is approved.

We remind you that you must comply with the requirements for an
approved abbreviated new drug application described in 21 CFR
314.80-81.

The material submitted is being retained in our files.
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